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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

45  CFR  Part  46 

Protection  of  Human  Research 
Subjects;  Correction 

agency:  Department  of  Health  and 

Human  Services. 

action:  Final  Rule;  correction. 

summary:  On  January  26, 1981,  the 
Federal  Register  published  (46  FR  8366} 
final  amendments  to  Subpart  A  of  the 
Health  and  Human  Services  regulations 
for  the  protection  of  human  research 
subjects.  This  notice  corrects  several 
printer’s  errors  which  appeared  in  that 
document. 

FOR  FURTHER  INFORMATION  CONTACT: 

F.  William  Dommel,  Jr.,  Assistant 
Director,  OPRR,  Westwood  Building, 
Room  3A18,  National  Institutes  of 
Health,  Bethesda,  Maryland  20205, 
Telephone:  (301)  496-7163. 

Accordingly,  the  following  corrections 
are  made  in  HI  Doc.  81-2579,  appearing 
on  pages  8366  through  8391  in  the 
Federal  Register  dated  January  26, 1981: 

1.  On  page  8366: 

(a)  Third  column,  second  paragraph, 
line  3,  change  “other”  to  “others.”  As 
corrected,  the  line  reads  “safeguards  for 
others  who  may  have.” 

(b)  Third  column,  third  paragraph,  line 
15,  change  “1979”  to  “1978.”  As 
corrected,  the  line  reads  "FDA  stated  in 
the  August  8, 1978.” 

(cj  Third  column,  third  paragraph,  line 
20,  change  “1978”  to  “1979.”  As 
corrected,  the  line  reads  “on  August  14, 
1979  in  conjunction  with  a.” 

2.  On  page  8367: 

(aj  Third  column,  under  Conforming 
Amendments,  line  1,  change  “E”  to  “B.” 
As  corrected,  the  line  reads  “Subparts  B 
and  C  of  45  CFR  46  are.” 

(b)  Third  column,  under  Major 
Provisions,  third  paragraph,  line  2, 
change  “or”  to  “on.”  As  corrected,  the 


line  reads  “the  existing  HHS  policy  on 
protection  of.” 

3.  On  page  8368,  third  column,  the 
paragraph  beginning  “The 
Commentators”  should  not  be  a  new 
paragraph,  nor  should  those  words  be  in 
italics.  As  corrected,  lines  30  and  31 
should  read  “research  funds.  The 
commentators  expressing.” 

4.  On  page  8369: 

(aJ  Second  column,  line  3,  change 
“IRE”  to  “IRB.”  As  corrected,  the  line 
reads  “regardless  of  source  of  funding.’ 
IRB.” 

(b)  Third  column,  second  paragraph, 
lines  16  and  17,  there  should  be  a 
comma,  not  a  period,  between 
“subjects”  and  “limitation.”  As 
corrected,  these  two  lines  read  “welfare 
of  human  research  subjects,  limitation  to 
those  specific  kinds  of.” 

5.  On  page  8373,  second  column, 
second  paragraph,  line  11,  there  should 
be  a  comma,  not  a  period,  between 
“individuals”  and  “HHS.”  As  corrected, 
the  line  reads  “living  individuals,  HHS 
clarifies  its.” 

6.  On  page  8374,  first  column,  under 
Recommendation  of  the  National 
Commission,  line  14,  change  “expeced” 
to  “expected.”  As  corrected,  the  line 
reads  “that  are  expected  to  be  reviewed 
by  it;.” 

7.  On  page  8375,  Hrst  column,  under 
{6J,  line  2,  insert  “to”  between  “follow” 
and  “conduct.”  As  corrected,  the  line 
reads  “the  IRB  will  follow  to  conduct 
initial  and.” 

8.  On  page  8377,  third  column,  line  42, 
change  “the”  to  ’The.”  As  corrected,  the 
line  reads  “requirement  was  vague  and 
obscure.  The.” 

9.  On  page  8378,  Hrst  column,  under 
HHS  Response,  line  5,  change 
“procedures”  to  “procedure,”  As 
corrected,  the  line  reads  “continuing 
review  procedure  is  not.” 

10.  On  page  8381,  third  column,  under 
Public  Comment,  line  8,  insert  a  comma 
after  the  word  “costly.”  As  corrected, 
the  line  reads  “inefficient,  costly, 
unnecessary.” 


11.  On  page  8383,  second  column, 
third  paragraph,  line  8,  insert  the  words 
“aHd  desirable”  between  “appropriate” 
and  “even.”  As  corrected,  the  line  reads 
“or  service  programs  is  appropriate  and 
desirable  even.” 

12.  On  page  8386: 

(a)  Second  column,  after  the  table  of 
contents,  under  Authority,  line  2,  the 
line  should  read  “352  [42  U.S.C.  289/- 
3(a)J.”  (i.e.,  an  italicized  1,  not  2891}. 

(bj  Third  column,  §  46.101(b)(3),  line  4, 
change  “Responses”  to  “responses.”  As 
corrected,  the  line  reads  “responses  are 
recorded  in  such  a.” 

(c)  Third  column  §  46.101(b)(4),  line  5, 
change  “Observations”  to 
“observations.”  As  corrected,  the  line 
reads  “observations  are  recorded  in 
such  a.” 

13.  On  page  8387,  second  column, 

§  46.102(fi,  line  1,  change  “  'human 
subject*  ”  to  “  ‘Human  subject.’  ”  As 
corrected,  the  line  reads  “(f)  ‘Human 
subject’  means  a  living.” 

14.  On  page  8388,  third  column, 

§  46.108(c),  line  3,  there  should  be  a 
footnote  after  the  word  “Secretary.”  As 
corrected  the  line  reads  “the  Secretary  * 
any  serious  or  continuing.” 

15.  On  page  8389: 

(a)  Second  column,  §  46.113,  line  12, 
there  should  be  a  footnote  after  the 
word  “Secretary.”  As  corrected,  the  line 
reads  “the  Secretary  The 
accompanying  footnote  should  read 

Reports  should  be  filed  with  the 
Office  for  Protection  fi'om  Research 
Risks,  National  Institutes  of  Health, 
Department  of  Health  and  Human 
Services,  Bethesda,  Maryland  20205.” 

(b)  Third  column,  §  46.115(a)(7),  line  2, 
change  “rquired”  to  “required.”  As 
corrected,  the  line  reads  “findings 
provided  to  subjects,  as  required.” 

Dated:  March  20, 1981. 

D.  S.  FTedrickson, 

Director,  National  Institutes  of  Health. 
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